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2003, copies of U.S. patents or U.S. patent application publication listed on the attached Form PTO-1449 are 
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Applicants respectfully request that the listed information be considered by the Examiner and be made 
of record in the above-identified application. The Examiner is requested to initial and return it in accordance 
withMPEP §609. 

This statement is not intended to represent that a search has been made or that the information cited in 
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This statement qualifies under 37 C.F.R. §1.97, subsection (b) because (check all that apply): 



^ (1) It is being filed within 3 months of the application filing date and is other than a 
continued prosecution application under § 1 .S3(d) 

- OR - 

□ (2) It is being filed within 3 months of entry of a national stage 

- OR - 

^ (3) It is being filed before the mail date of the first Office Action on the merits 

- OR - 

n (4) It is being filed before the mailing of a first Office Action after the filing of a request 
for continued examination under § 1.11 4. 

□ 37 aKR, §1.97(c). If this statement is being filed after the latest of: (1) three months beyond the 
filing date of a national application; (2) three months beyond the date of entry of the national stage as 
set forth in §1 .491 in an international application; or (3) the mailing date of a first Office action on the 
merits, but before the mailing date of the earlier of a final office action under § 1 . 113 or a notice of 
allowance under §1.311, then: 

□ a certification as specified in § 1.97(e) is provided below; or 

□ a fee of $ 1 80.00 as set forth in § 1 . 1 7(p) is authorized below, enclosed, or included with the 
payment of other papers filed together with this statement. 

□ 37 C.F.R, §1. 97(d). If this statement is being filed after the mailing date of the earlier of a final office 
action under § 1 . 11 3 or a notice of allowance under § 1 .3 1 1 , but before payment of the issue fee, then: 

A. a certification as specified in § 1 .97(e) is completed below; and 

B. a petition under 37 C.F.R. § 1 .97(d) requesting consideration of this statement is submitted 
herewith; and 

C. a fee of $130.00 as set forth in §1.17(i)(l) is authorized below, enclosed, or included with the 
payment of other papers filed together with this statement. 

^ Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced fees of 

SO.OOand charge any additional fees or credit any overpayment associated with this communication to 
Deposit Account No. 08-1641 (Docket No. 39766-0114) . 



Respectfully submitted, 

HELLER EHRMAN WHITE & MC AULIFFE LLP 

Dated: 0^<oi>g^ > <P y J^C o By: /O , > t ^ ^\ 

Siiiger Dreger, Reg. No. 33,055 

275 MiddlefieldRoad 
Menlo Park, CA 94025-3506 
(650) 324-7000 
Customer No. 25213 
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Kraus, et al. 
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Kraus, et al. 
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Vandlen et al. 
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Hudziak et al. 
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Carter et al. 
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Greene et al. 
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Singh et al. 
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2003/0096373 
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PATENT NO. 
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TRANSLATION 
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BP 
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□ 
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□ 
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PCT 


A61K 
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OTHER DOCUMENTS qncluding Author, Title, Date, Pertinent Pages, Etc.) 



Aasland et al. "Expression of oncogenes in thyroid tumours: Coexpression of z-erhBl/neu and c-erbB"" Br. 
J. Ca/icer 57:358-363 (1988) 



Arteaga et al. **pl85c-erbB-2 Signaling Enhances Cisplatin-induced Cytotoxicity in Human Breast 
Carcinoma Cells: Association between an Oncogenic Receptor Tyrosine Kinase and Drug-induced DNA 
Repair" Cancer Research 54:3758-3765 (1994) 



Azzoli C.G. et al "Trastuzumab in the Treatment of Non-Small Cell Limg Cancer" Seminars in 
Oncl 29(1) Suppl 4:59-65 (2002) 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; draw line through ciUtion if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 
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OTHER DOCUMENTS qncluding Author, Title, Date, Pertinent Pages, Etc.) 



Bacus et al. "Tumor-inhibitory Monoclonal Antibodies to the HER-2/Neu Receptor Induce Differentiation 
of Human Breast Cancer Cells" Cancer Research 52:2580-2589 (1992) 



Bacus et al. "Differentiation of Cultured Human Breast Cancer Cells (AU-565 and MCF-7) 
Associated With Loss of Cell Surface HER-2/neu Antigen" Molecular Carcinogenesis 3:350-362 
(1990) 





Bange et al. "Molecular targets for breast cancer therapy and prevention" Nature Medicine 7(5):548-552 
(2001) 




Baselga et al. "Receptor Blockade with Monoclonal Antibodies as Anti-Cancer Therapy" Pharmac. Then 
64:127-154(1994) 




Baselga et al. "Phase II Study of Weekly Intravenous Recombinant Humanized Anti-pl85her2 Monoclonal 
Antibody in Patients with HER2/«eM-Overexpressing Metastatic Breast Cancer" J Clin Oncol 14(3):737-744 
(1996) 




Borst et al. "Oncogene Alterations in Endometrial Carcinoma" Gynecol. OncoL 38:364 (1990) 




Brennan P.J. et al. "HER2/Neu: mechanisms of dimerization/oHgomerization" Oncogene 19:6093-6101 
(2000) 




Brockhoff et al. "Epidermal Growth Factor Receptor, c-erbB2 and c-erbB3 Receptor Interaction, and 
Related Cell Cycle Kinetics of SK-BR-3 and BT474 Breast Carcinoma Cells" Cytometry 44:338-348 (2001) 




Carraway et al. "A Neu Acquaintance for ErbB3 and ErbB 4: A Role for Receptor Heterodhnerization in 
Growth Signaling" Cell 78:5-8 (1994) 



Carraway et al. "Neuregulin-2 a new ligand of ErbB3/ErbB4-receptor tyrosine kinases" Nature 387:512-516 
(1997) 



Chang et al. "Ligands for ErbB-family receptors encoded by a neuregulin-like gene" Nature 
387:509-512(1997) 





Chen et al. "Tumor promoter arsenite activates extracellular signal-regulated kinase through a signaling 
pathway mediated by epidermal growth factor receptor and She" Mol Cell Biol 18(9): 5178-5188 (1998) 




Chow et al. "Expression Profiles of ErbB Family Receptors and Prognosis in Primary Transitional Cell 
Carcinoma of the Urinary Bladder" Clinical Cancer Research 7:1975-1962 (2001) 




Cohen et al "Expression pattern of the neu (NGL) gene-encoded growth factor receptor protein (pl85neu) 
in normal and transformed epithelial tissues of the digestive tract" Oncogene 4:81-88 (1989) 




Clark et al. "Effects of tyrosine kinase inhibitors on the proliferation of human breast cancer cell lines and 
proteins inportant in the ras signaling pathway." Intl. J. Cancer 65:186-191 (1996) 


EXAMESTER 


DATE CONSIDERED 



EXAMFNER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 
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Drebin et al. "Down-Modulation of an Oncogene Protein Product and Reversion of the Transformed 
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Earp et al. "Heterodimerization and functional interaction between EGF receptor family members: A new 
signaling pardigm with implications for breast cancer research" Breast Cancer Research and Treatment 
35:115-132(1995) 



Esteva et al. "Expression of erbB/HER Receptors, Heregulin and P38 in Primary Breast Cancer 
using Quantitative Immunohistochemistry" Path Oncol Res 7(3): 171-177 (2001) 





Fendly et al. "Characterization of Murine Monoclonal Antibodies Reactive to Either the Human Epidermal 
Growth Factor Receptor or HER2/new Gene Product" Cancer Research 50:1550-1558 (1990) 




Fukushige et al. "Localization of a Novel v-erbB-Related Gene, c-erbB-2, on Human Chromosome 17 and 
Its Amplification in a Gastric Cancer Cell Line" Mol and Cell Biol 6(3):995-968 (1986) 




Geurin et al. "Overexpression of Either c-myc or c-erbB-2/neu Proto-Oncogenes in Human Breast 
Carcinomas: Correlation with Poor Prognosis" Oncogene Res 3:21-31 (1988) 




Graus-Porta et al. "ErbB-2, the preferred heterodimerization partner of all ErbB receptors, is a mediator of 
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Groenen et al. "Structure-Function Relationships for the EGF/TGF-a Family of Mitogens" Growth Factors 
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Gu et al. "Overexpression of her-2/neu in human prostate cancer and benign hyperplasia" Cancer 
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Hancock et al. "A Monoclonal Antibody against the c-erbB-2 Protein Enhances the Cytotoxicity of cis- 
Diamminedichloroplatinum against Human Breast and Ovarian Tumor Cell Lines" Cancer Res 51:4575- 
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Harari et al. "Neuregulin-4: a novel growth factor that acts through the ErbB-4 receptor tyrosine kinase" 
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EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 
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Human Breast Tumor Cells to Tumor Necrosis Factor" Mol Cel Biol 9(3): 1 165-1 172 (1989) 
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Levi et al. "The Influence of Heregulins on Human Schwann Cell Proliferation" Journal ofNeuroscience 
15(2):1329-1340(1995) 



Lewis et al. "Differential responses of human tumor cell lines to anti-pl85HER2 monoclonal 
antibodies" Cancer Immunol Immunother 31:255-263 (1993) 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; draw line through citation if not in conformance gnd not 
considered. Include copy of this form with next communication to applicant. 



C:VNrPortbl\SiliconValleyUSCHWARTZV462525_l.DOC 



-6- 



Attorney Docket No.: 39766-01 14 A 



SHEET 5 OF 8 



INEQRMATION DISCLOSURE 


ATTY. DOCKET NO. 
39766-0114 


SERIAL NO. 
10/619,754 


APPLICANT Hans KoU, et al. 


FILING DATE July 14, 2003 


GROUP: To Be Determined 



^fiivr U.S. PATENT DOCUMENTS 


OTHER DOCUMENTS anduding Author, Title, Date, Pertinent Pages, Etc.) 




Lewis et al. "Growth Regulation of Hiunan Brest and Ovarian Tumor Cells by Heregulin: Evidence for the 
Requirement of ErbB2 as a Critical Con^nent in Mediating Heregulin Responsiveness" Cancer Research 
56:1457-1465(1996) 




Maier et al. "Requirements for the Internalization of a Murine Monoclonal Antibody Directed against the 
HER-2/neu Gene Product c-erbB-2" Cancer Res 51:5361-5369 (1991) 




Masui et al. "Growth Inhibition of Human Tumor Cells in Athymic Mice by Antiepidermal Growth Factor 
Receptor Monoclonal Antibodies" Cancer Research 44:1002-1007 (1984) 
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